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[TpovereTe BHHMATENHO UAIATA JHCTOBKR npean i3 Br 6nae npriaoxkeno ToBa 1eKapeTBO, Thil KaTO

T CHABPXA BaXBa 332 Bac andopmanns.

- 3anasere Ta3u TMCTOBKA. MoXke fa Ce HANOXKHU Ja 4 nmpoveTere OTHOBO.

- AKO MMAaTe HAKAKBH JOMLIHUTEIHH BRIPOCH, HONMKUTANTE IEKapa WK JIMLIETO, KoeTo BH
npunara [agoBKCT (PEHTIEHOBHA TaGOPaHT) WIH nepcoHana Ha GoNHHYHHLIATA/OTASNCHHETO 3a
MArHWTEH PE30HAHC.

- AKO MONYYHTE HAKAKBH HEXEIAHH JICKapCTBEHH PEAKLIHK, yBeaoMeTe Batud yiekap (peHTreHOBHSA
na6GopanT). ToBa BKTIOYBA M BCHIKH Bb3MOXHH HE)KEJIAHH PCAKI{HH, HCOMHCAHH B TA3H JTHCTOBKA,
Bwicre TouKa 4.

KakBo cbALPXA TA3H JHCTOBKA!

Kakso npeacraBnsBa ["aqoBUCT U 3a KAKBO C€ H3MON3B4

Kakso TpaOpa aa 3Haete, npeau Aa Bu 6bae npunoxeH ['afoBUCT
Kak e Bu 6nae npunaras ['agosucT

Bb3MOXKHHU HEXEJIAHH peaKiLui

Kak na ce coxpanssa ['afoBucT

CbIBpKaHHE HA ONAKOBKATa M AOITBIHHTEIHA HHPOPMALHS

Al Al adl S b

1. KakBo npeacrasjigsa 'aJoBHCT H 32 KAKBO ce H3M0J13BA

[anoBHMCT € KOHTPACTHO BEECTBO 32 MarHMWTeH pesonaHc (AMP), u3anon3paso 338 AMArHOCTHKA Ha MO3DbKa,
rpEOHAYHUA CTBA6 H KPbBOHOCHHMTE ChJOBE. [AROBHCT MOXE CBHILO /13 NOMOTHE HA Baliug nekap fa OTKpHe
Brna (ROOpPOKAaueCTBEH HIH ITOKAYECTBEH) Ha YCTAHOBCHH WM nojo3upaHy aGHOpPMHHM o0pasyBanui B
yepHus apob unu 6vOpeLHTe.

[aOBHCT MOXe€ ChIIO A3 C& W3IMOJ3BA 38 MATHHTEH pe3oHaHC Ha abHOpMHH o0pasyBaHHA B IPYTH YacTH Ha
TANOTO.

To#t ynecHABa BU3yANW3UPaHETO Ha abHOPMHH CTPYKTYPH WIH JIE3MH H MOMAra mpu AAGEepeHUHPAHETO
MEXIY 3ApaBa ¥ NaToJOrMYHO H3IMEHEHA ThKAH.

Toii e npeaHa3HayeH 3a ynoTpeba npH BB3PACTHH H LA OT BCHIKH Bb3pACTH (BKAIOYMTEIIHO NOHOCEHH
HOBOPOJEHH).

Kak aeiicrsa [Nanosucr

MarsMTHHST pEe30HaHC MpeICcTaRIfaBa METOA 3a oOpalHa JMArHOCTHKA, basupaula c¢ Ha TOBEAEHHETO Ha
MOJIEKYJINTE Ha BOAATa B HOPMANHHUTE M YBPEACHHTE ThKaHH. To# ce oChlIecTBABA YpE3 CNOXKHA CHCTEMA OT
MarHMTH H pagHOBBIHH. H3MepeHHTe napaMeTpH ce 3aMHMCBaT OT KOMMIOTEP M C€ NPEBPHIIAT OT HEro B
H300paKeHHUA.

[CamoBHCT ce NMpuiara KaTo HEXKeKLHA BbB BEHa. ToBa JIEKapCTBO CE M3ION3BA CAMO 33 NHATHOCTHKa M HIE C
NpHIara camMo OT MEAHLMHCKH CTIELHAJIMCTH ¢ ONTUT B KITHHHYHATa npakTrka ¢ AMP.
2. Kaxso TpafBa 1a 3aaeTe, npean xa Bu 6nae npuaoxen I'anosrcr
He usnonssalite F'agosucr

(u36poeHH B TOUKA 6).

MpexynpexaeHEs U NpeinasHH MEPKH
"'oBopeTe ¢ Bamuua nexapp NpeaM 1a BH ¢ NPUIOKH I'aloBHCT, K0
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- HMaTe WIH B MMHAJIOTO CTE HMAJH aneprus (Hamp. CeHHa XpeMa, YPTHKapHa )} HIH acTMa

- B MHHAIOTO CT€ UMAJTH PeaKLMA CpeIy KOHTPAaCTHH BEILECTRA

- MMaTe MHOro BroleHa OLOpeyHa PyHKIH

- [ONydaBaTe MPHIIANBLLH/TBEPUOBE NOPaaH 3a00/MABAHHA HA MO3IbKA WM CTPaAaYe OT APYTH 3abonaBaHus
Ha HEPBHATA CHCTEMA.

- MMare ChpAcdeH neficMelKbp WM MMaTe HAKAKBH HMIUTAHTH MK KITHMIICOBE, CHABPXAILH XKENA30, B
TAJIOTO.

Bawupar JIeKap e peliy qaay npoBeKIaHeTO Ha 3aiUIaHy BAHOTO H3CNCABAHE € BEIMOXKHO HIIH HE.

- Cnen npwioxexne Ha [anoBHCT MOTaT Ja ce MPOABAT NOACOHH HA AIEPrHA PEaKLIMM WIM ADYF BHI
peaKijuH, BoAeln A0 npobneMu ¢bC ChPLETO, 3aTPYAHEHHE B JULIAHETO HAH KOKHH PEAKLHH.
BB3MOXKHH ca TexKH peakiiu. [ToBedeTo OT Te3d peakuHH Bb3HUKBAT A0 ITOJIOBUH 4acC CNeA
npunoxeHHeTo Ha anosuct. [Topaau ToBa BHe e ObaeTe HAONIOAABAHY ClE]l H3CACIBAHETO.
Habnronapauy ca KbCHH peakLy# (Cliell 9acoBe 10 AHM) (BHKTE TOYKA 4.).

br6penn/aepen apobd

YBeaomere Bamuus nekap:

- axo Bawmwre 666peuu He PyHKIIMOHUPAT HOPMATHO

- aKo CKOpo ¢Te OMITH WM ouaKkBaTe Aa HBeTe MoJIoXKEeH/a Ha YEPHOAPOOHA TPAHCIUIRHTALMA

BatuaT nekap Moxe Ja Bx HanpaBu M3CAEABAHE HA KPLBTA, 32 Ad IPOBEPH JOKOJIKO nobpe pyHKINOHUPAT
Bawunre Ou0peLH, pedy Xa B3eMe pellicHHe 3a yrnoTpebara Ha I anoBucT, 0CO0EHO aKo CTe Ha Bb3pacT HAX
65 roguHm.

HoBopoaeHH B KbpMaveTa
Toii kaTo 666peuHa GyHxima ¢ Hepa3BuTa npu 6ebera 10 4 ceAMAYHA BB3PACT M Aeua A0 | roaxiIHa
BE3pacT, I'anoBucT e 6n1e H3MON3BaH NPHU TE3H NALIKEHTH CaMOo Cliel BHUMATeTHa NPELEHKa OT JeKap.

JXpyru nexapcrsa u [agoBHCT
Hubopmupalite Baius nekap, ako MpHEMaTe, HACKOPO CTE IIPHEMATH WJIH ¢ B3MOXKHO 1a IPHEMETE ApYyTH
NeKapcTBa.

bpeMeHROCT B KhpMeHe
[MTocuBeTBaiTE ce ¢ Bamma sexap npeau ynorpebara Ha KOETo K Na € NEKapCTBO.

e bpemennocr
"amobyTpon Moxe na npeMHHe Npe3 mianeHTata. He e u3sectHo Aanu 3acara 6ebero. O0bpHETE Ce KbM
Baiua nekap, ako MHCIHUTE, Ye cTe OpeMeHHa WIH Y€ MOoxke Na 3a0peMeHeeTe, Thi KaTo ['anoBHCT He Tpabpa
za Obe H3NON3BAH N0 BpeMe HA OpEeMEHHOCT, OCBEH aKo He € KpaHHO HANMOKHTEIHO.

e Kunpmene
O6bpHeTe ce KbM Baiius nekap, ako kbpmuTe WiH By npeacTo na 3anouHeTe 1a KbpMHTE. Bamiusar nekap
me o6cwau ¢ Bac, nanu Tpabsa ga npoabIKHTE KbPMEHETO WM TO TpaOBa Aa 05b/1e NpeyCTaHOBEHO 3a Hak-
Manko 24 vaca, ciea xato By e 6un npuioxeH 'alOBHCT.

I'agoBHCT CHALPKA HATPHIE

To3H NeKapCTBEH MPOAYKT ChABPXa MO 23 mg HAaTpHii BLB BCAKA 1034 (OTHECEHO KbM CPEHHOTO
KOJIHYECTBO, KOETO C€ NMPWIara Ha 4oBeK ¢ TeliecHo Terno 70 kg), T.e. npakTHHecK# “He ChIbpXKa HATPHI .

3. Kax me Bn 6bae npunaran F'agoBuct

pe30HAHC MOXKE I3 3aMoYHe BeIHara.
lile ocranere noa rabmoneHne Hali-Manko 30 MHHYTH Ci€l HIDKEKTHPAHETO.




O0nuaiinara 103a
TouHaTa 1033, KOATO € HeoOxoauMa 3a Bac, 3aBHCH OT TeJieCHOTO BH Terno u ot obnacrra, xosTo e obae
H3cieaBaHa:

Ipr pbL3pPACTHR eaHA HEDKEKLHA ¢ 0,1 MununnTpa I'afoBHCT HA KHAOTPaM TEAECHO TETio ¢
penophLYuTeNHa (TOBA 03HAYABA, Y€ 103aTa 3a 70-KWIorpaMoB MAIHEHT € 7 MHWIMIMTPA), HO MOXe 12 Ce
[IPIIOAKH Olle eaHa HrDkeKuus 1o 0,2 MmumwiaTpa Ha kg TesiecHo Terto a0 30 MUHYTH OT ITbpBaTa
HIKeKLMA. MakcuMainaTa :03a, KOoATo MoXe na 6bae npunoxena, e obmo 0,3 MunuauTpa ['anoBrcT Ha
KWIOTPaM TeJIECHO Terno (Tosa o3Havasa 3a doBek Texam 70 kg nosara Aa 6bae 21 munwimrpa) 3a
y3caenBaHe Ha ueHTparHa HepHa cucTeMa (LIHC) 4 3a kOHTpacTHO yCHIIBaHE [IPH MArHHTHO PE30HAHCHA
anryorpadus (CE-MRA). do3a ot 0,075 mununurpa F'aoBUCT HA KHIOTPaM TEIECHO TEIJIO MOXKe Aa Obie
NpAIOKEHA KAaTO MHHHMMAJIHA (TOBA 03HAYaBa, 3a YoBek Texain 70 kg nozara na 6nae 5,25 MUIHIHTDA) 32

ITHC.

HormrsnauTeTHa HHGOpMaLHA OTHOCHO MPWIOXKEHHETO ¥ paborara ¢ I'aOBHUCT € NatcHa B Kpad Ha
JIACTOBKATA.

/lo3ApoBKa IPH COCHHAJHH I'PYHH NANHEHTH

Ynorpebara Ha [aA0BHCT HE C¢ ITPenopbYBA NMPH NALKMEHTH CbC CEPHO3HM NMPobieMH ¢ OLOpeLIHTe WK Ha
NAUMEHTH, KOUTO CKOpO ¢a OMnH wiK me OBbAaT NoAnoxeHd Ha YepHoapoOHa TpaHCILIaHTauHuA. Bee nak, ako
ynorpefara Ha ['affoBuCT ce M3MCKBa, He TpAOBA Nla nomy4asare nopeye OT €Ha [103a 0T 'afoBHCT N0 BpeMe
Ha M3CJIEIBAHETO U He TPAOBA [a MOIy4YaBaTe BTOpA MHKEKLMA, NMPEAM Ja €2 H3TEKIH NoHe 7 THH.

HoBopoaeHH, KbpMaseTa, Jels H I0B0UIH

[Tpu feua OT BCHYKH BE3PACTH (BIIIOUYHTENHO JOHOCEHH HOBOPOAEHH) C€ NPENophiBa eAMHUYHA 1032 OT
0,1 mununutpa [agoBHCT HA KMIOTPaM TENECHO TErIO 3a BCHUKH W3C/IeBaHud (BXK. To4ka 1).

T kato 650peyHa Pynxuma e Hepa3sHuTa npH 6ebera 10 4 ceIMHTHa BL3PACT M Aela o 1 rogumHa
Bb3PACT, [ aZOBUCT Hie 6bAC H3NMON3BAH MPH TE3U NAIMCHTH CAMO CJie/l BHHMATEITHA NMPELCHKA OT JIeKap.
HoBopoaeHH 1 kbpMadeTa TpAGBa 12 NoJiydaT camo €JHa 1032 OT I aI0BHCT MO BPEME Ha CKAHUPAHETO M He
Tpsa6Ba Ja MOTyvaBaT BTOPa HHXKEKIHA B NPONRWDKCHHE Ha Hal-MaJiko 7 IHH.

Crapuecka BL3pacT
HaMa Hy»/1a OT KOPEKLMA Ha J03aTa, aKO CTE Ha Bb3pacT Han 65 roauHH, HO Moxe 1a Bu ObaaT HanpaBeHH
KPBBHH H3CNEIBAHKA, 34 14 Ceé NpoBEpH A0KoNKO 106pe byHkuuoHupar Baunre 650pen.

Axo Bu e npanoxena noseue or neobxonamara ao03a 'apoBucr

INpemosupaHe € MaKo BEPOATHO. AKO BCE T1aK TOBa Ce Cayyd, BamuaT nexap ine neKkyBa BCHYKH CHMIITOMH
M MOXKe Ja M3M0M3Ba On0peyHa Auain3a 3a OTCTPaHABAHETO HA ['aIOBHCT OT BalllMi OpraHH3IbM.

Hsama A0Ka3aTe/lCTBa, KOMTO A3 NPEANoaarar, 9e Tosa Ou npeAoTBparuno paiBHTHE Ha HePOreHHa
cucremua ¢pHoOpo3a (HCQ; simkre Touka 4.) 4 He TpsabBa Aa ce H3MO/3Ba 38 JICUEHHE Ha BBIIPOCHOTO
cheTOAHME. B HAKOM cnydyau BamuaT nekap e nposepH cepueto Bu.

AKO MMaTe HIKAKBH JONBIHHTENHH BLIIPOCH, CBBbP3aHH ¢ ynoTpedara Ha TOBA IEXapCTBRO, ONHUTATE
Bamua jexap HIR peHTTeHOJIOT.

4. Bp3MOXKHH HeXENAHH PeAKIIAH

KakTo BCHUKH NeKapCTBa, TOBA JIEKAPCTBO MOXKE Aa MPEAH3BHKA HEXEMaHHU PCaKIMH, BBIIPEKH Y€ He BCEKH
ru nony4asa. [lopeveTo OT T€3H peakI¥K HaCTHIBAT B PAMKHUTE Ha NOJOBHH Yac clejl MpUiarae Ha




Hati-cepHozuuTe RelKeJaHH peaKnH (KOWTO ¢a OHIH daTtalHi WK KHBOTO3aCcTpalllaBaly B HAKOK
cIyvau) ca:
e CITHpaHe Ha CBPLETO (Copdeuen apecm), TeXKo GenonpobHo 3adonasane (ocmyp pecnupamopen
ducmpec curdpom) / TeuocT B 6entute ApoboBe (Genodpoben omox) ¥ TEXKH (aHaduraxmoudry)
peaKLiH, NOAOGHH Ha aleprus (BKIIOUBAILM CIIHPaHEe HA JHIIAHETO H IHOK).

OcCBEH TOBA, CACAHHTE HEXCJIAHH PEAKIIHE B HEKOH C/IY4aH ¢ OH/IH )XHBOTOZACTPALIABAINH HIH
daraann:
e HENOCTHr Ha BB3AYX (Qucnnen), 3aryda Ha Ch3HaHHE, TEXKKA PEAKLHA, IOXODHA HA aNeprus, CUIHO
MOHHXKEHHE HA KPBBHOTO HANATAHEe MOXe [1a AOBEAC A0 KOJIANC, CMHpaHe Ha JHLIaHETO, TCYHOCT B
Genute apodose, moAyBaHe Ha YCTATA M MbPJIOTO H HUCKO KPBBHO HANATAHE.

B peaxkH cayqyan:
® MOTET []a HACTBNAT NOAOGHH HA AJEPrus PEAKHEH (CBPbXYYBCTBHTEIHOCT H aHa(riIakcus),
BK/TIOYHTENRO TeXXKH peakimu (1I0K), KOMTO MOTaT Jia H3MCKBAT He3abaBHa MeIHLIMHCKA HaMeca.

Ako 3abenexure:

-  TOZYBaHE HA JIMLETO, YCTHUTE, €3HKA MK MbPJIOTO

-  KallWIgHE M KMXaHe

- 3aTPyJHEHO JAMILIAHE

-  cbpbex

- 3aCHJICHA CEKpeLMA OT HOca

- KompuBHa Tpecka (00pHB, KaToO MPH onapBaHe ¢ KOMpHBA)

O6nprere ce He3a6aABHO KbM NepConaNa HA OTACICHHETO, Kb/ETO ce NPOBEKIAR MArHHTHHSA
pesonanc.ToBa MOXe Aa ca [TbPBHTE MPH3HALM HA HACTHIIBAILA TeAXKa peaknud. Baurero uscnensane
MOKE J1a ce HAIOXKHU Ga ObJe npeycTaHoBeHo, a BiHe MoXe /1a ce HyXaaeTe OT AOITBJIIHUTENHO IEYEHUE,

Haii-aecTo nabuiofapannTe HeXeAaHH peakunH (Morar aa Obaar 3acerHaTi 3 WM NoBeYe Ha
1000 mywu) ca:

e rnasobonue, ragene (npusaseare) U 3aMalBaHe.

[oseyeTo OT HEXENAHHTE PeaKIMH Ca JIEKH [0 YMECPCHHU.

BL3MOKHHTE HEXXENAHH PeaKIHH, KOUTO ¢a HabnoaapaHH NMpH KIAHRHHYHHTE HINHTBAHRAA NTPEAU
paspelaBaHeTo 3a ynorpeba na 'anosuct, ca H30poeHH No-10/1y, NOAPEACHH [0 TAXHATA BEPOATHOCT.

YecTH: MOTaT Aa 3acerHar o 1 #a 10 gymu
¢ riaBobonue
e raneHe (npuaissane)

Hewecrn: Morar aa 3acerHaT a0 1 Ha 100 pyuim
¢ nonobHa Ha anepryua peaxuys, Hamnp.

-  HHYCKO KPBBHO HaJIAraHe

-  KOIIpHBHA TpPEeCKa

-  MOAYyBaHE Ha JIMUETO

-  noxysaHe (omox) Ha KIETIAYHTE

- 3auepBABaHe Ha JIMLETO

YecToTara Ha CAEAHUTE NMOAOOHH HA anepris peaklUuy He € H3BECTHA:

- TexKa peakuus, noxoOHa Ha aneprus (arHapuraxmouoen wok)

- CHAHO NOHMXABaHE Ha KPHBHOTO HANATAHE MOXKE Jla 10BeAe A0 KONANC (oK)

- CIMpaHe Ha AMITAHETO

- 3aTpylHeHo auiuaHe (bpoHxocnazwm)

- NOCHHABAHE HA YCTHMUTE

-  TIOAYBAaHE Ha yCTaTa H I'sploTo

- TIOAYBaHe Ha I'bpPJIOTO




- TIOBULIEHO KPBbBHO HAJIATAHE
- 6onka B ropauTe
- MOAYBaHe Ha JIMLETO, MBPJIOTO, YCTATa, YCTHHTE WHIIH €3HKa (aH2uoedem)
-  KOHIOHKTHBHT
- 3aCMJIEHO NTOTEHE
- Kalllnnia
- KHXaHe
- ycelllaHe 3a MapeHe
-  bnena xoxa (brednocm)
3aMAsHOCT, H3MEHEHHA BhB BKYCa, M3TPLIIBAHE U MPaBYIKaHEe
3aTPYAHEHO AMLLaHe (QuchHeR)
MOBPBIAHE
3auepBABaHE Ha KOXKaTa (epumem)
cupiex (BKIIOYHTENHO reHEPATH3IUPaH ChPOeK)
06puB (BKAIOYMTENHO reHepanu3upan oOpHB, MAJIKH, IUIOCKH, YEPBEHHM NIeTHA [Maxyrapen obpugl,
MAJTKH, H3ITbKHAITH, no6pe odopMeHH Ne3uH (Namynapes oOpHB) ¥ ChpbiLL odpup
e  pPAVIMYHH PEAKUMH HA MACTOTO Ha WHKEKTHpaHe (Hanp. W3Tu4aHe B 0OKpBiapalllaTa ThKaH, Napexe,
CTY/ICHHHA, 3ATOIIAHE, 3a4epBABaHe, 0OpHB, bolnika WK MOCHHABAHE)

®  YCeIIaHC 3a ropeiuHa

Penxu: Morat aa 3acerHar ao 1 va 1000 gymu
- OpUnagaHe

-  KOHBYJICHA (I'bp4)

- HapyleHo oOOHAHHE

- ydecTeHo OHeHe Ha CHpLIETO

- cppucbueHe

-  H3CbXBaHe Ha ycTara

- 06110 HepasNoNOKEHUE (npusassare)

- ycelillaHe 3a CTYA

oMb AHHTENHE HeXKeIAHN PeaKIHH, KOHTO ca ChoGmaBaHH C/lel PAIPEHIABAHETO 32 ynoTpeba Ha

I'a0BHCT ¢ HeH3BECTHA YeCTOTA (YECTOTATa HE MOXE 4 CE OIPEENiM Bb3 OCHOBA HA HATHUHHTE JAHHM):

- CIHpaHe Ha ChpUETO (Cvpleuen apecm)

- Texko 6enoapoGHo 3abonasane (ocmvp pecnupamopen OUcmpec CUHOpOM)

- TeyHocT B Oenure npobose (berodpobern omok)

- uMa choOLIeHHA 3a HedporenHa cucreMHa ¢pubposa - HCO (3abonspane, KOETO NpHYHHABA
3aneGe/IBaHe HA KOXATA H MOXKE A 3aCerHe MEKHTE ThKaHK H BbTPELIHHTE OPraHH).

Cnen npwnarade Ha [aoBHCT ca HaOnMwAaBaHK NPOMEHH B PE3YITaTUTE OT NabOpaTOpHUTE U3CIEABaHUA HA
61L6peynara pyHKUMA {HAanpHUMep MOBHIIIABAHE HA CEPYMHHA KPEATHHHH).

CorofmaBasHe HA HEXKEJIAHH PeaKIHH

AKO TONTYy9IHTE HAKAKBH HEXENAHH IEKapCTBEHH peakLMH, YBeaoMeTe Bamua nexap unu peHrrenonor. Tosa
BKJIIOYBA BCHYKH BB3MOXKHH HEOMUCAHA B Ta3H JIMCTOBKA HEXEJIAHH peakund. Moxere chio aa cxobmmre
HEeXKEIaHH PeaklMid JUPEKTHO Jpe3

H3nbiHUTENHA areHIUA 1o JIEKapceTBara

yi. ,,JamsaH Fpyes” Ne 8

1303 Codus

ten.: +359 2 8903417

yebcaiiT: www.bda.bg. Kato chobmapare HexXesiaHHW peakLiiy, MOXKETe Aa Aa/IETe CBOA MPHHOC 32
noNy4aBaHe Ha noseue HHdopMaiHa OTHOCHO 6€30MaCHOCTTa HA TOBA JICKAaPCTBO.

S. Kak aa cexpasssare I'afoBHcT

Ia ce cpXpaHaBa Ha MACTO, HEAOCTBITHO 33 AeLa.




He usnonssaiite TOBa JEKAPCTBO ClEA CpoKa Ha FOAHOCT, 0TOENA3aH BEPXY €THKETA H KapTOHEHaTa
onaxoska cien “EXP” unn “T'ogen 5o:”. CpoKbT Ha FOLHOCT OTrOBapsA Ha NMOCICAHNA NEH OT NOCOYCHUA
Mecell. To3M JeKapcTBEeH NPOAYKT HE U3HCKBA CTICIHAIIHH YCIOBHA HA ChbXPaHCHHE.

JlokazaHa e XHMHYecKa, PU3HYecKa U MEKpoOHoToruYHa cTabHnHOCT cnea oTBapsaHe 3a 24 gaca npu 20-
25°C. Ot MukpoOHONOrMYHA ITIEAHA TOYKA, MPOAYKTHT TPAOBA f1a ce H3M0I3Ba He3a0aBHO Cle/l OTBApPAHETO.

To3u JexkapcTBEH MMPOAYKT NpeacTanusBa GHCTHp, Oe3uBeTeH 10 One10 KuIT pasrsop. He usnonspaiite Toea
JIEKapCTBO, 8K0 3afenexure cepHo3HA MPOMAHA B I[BETA, HANKYHE HA YACTHIH WIH AedeKTHa OMaKOoBKa.

He w3XBHpAAHTE NeKapcTBaTa B KAHAIM3AMATA WIH B KOHTeHHepa 3a AOMAIIHK oTnanbuy. [lonyTaiire
Bamus apMalieBT KaK Ia W3XBhPJIATE IeKapcTBaTa, KOMTO Be4e He H3non3Bare. Te3n MepKH Lie CTIOMOrHAT
3a ONa3BaHe HA OKOJIHATA cpeja.

6. Cohabpxanne HA ONAKOBKATR H AONBJAHHTEIHA HHPOPMALIHS
Kakpo cuabpxa 'agoBHCT

AKTHBHOTO BellecTBO € rafo0yTpo.
| MIIHIHTBP OT HEDKEKIIHOHHHS Pa3TBOp chabpka 604,72 mg rano6yTpos (ekBHBANEHTHO Ha 1 mmol

ragobyTpon, ceabpkaiy 157,25 mg ranonuHHi).

1 dnakon ¢ 2 mi or pasTeopa csabpxka 1209,44 mg ragobyrpon.
1 pnakon cbe 7,5 ml ot pasTBOpa chabpiKa 4535,4 mg ragodyTpon.
1 dnakou ¢ 15 mi ot pasrBopa chanpxka 9070,8 mg ragobyTpon.

1 ¢uakon ¢ 30 ml ot pastBopa cbanpxa 18141,6 mg ranobyrpon.
1 uay3nonHa 6yTrnka ¢ 65 ml or pasrBopa ceabpka 39306,8 mg ranobyTpon.

JIpyrare CbCTABKH Ca: HATpHEB KankoOyTpon (BIK Kpas Ha TO9Ka 2), TpoMeTaMod, |N xioposonopoata
KHCEJIHHA M BOAA 34 HKCKLHH

Kak aaraexaa I'anoBRCT B KAKBO CHLALPKA ONAKOBKATA
"anoBuct npeacraBnaBa GUCTHP, 6e3usereH 10 Oneno KLAT pasTBop.

PaznuuHUTE ONMAKOBKH CBIOBPXKAT:

e 1 unH 3 WHXEeXHMOHHH (IakoHa ¢ 2 m| HHXKEKIIHOHEH Pa3TBOP.

e 1 unu 10 HHXXEKUMOHHH dnakoHa ¢be 7,5, 15 unH 30 ml HibkeKHHOHEH pa3TBOP.

o | unyu 10 uudy3uonHu OyTHAKH ¢ 65 ml HiIKeKIHOHEH pazTBOp (B HHQY3HOHHA byTHiKa ¢ obem 100 ml).

bonHUYHA ONAKOBKA!

¢ 3 ¢dakoHa ¢ 2 ml HHKEKIIMOHEH pa3TBOP

e 10 ¢nakona cue 7,5 ml, 15 ml wiu 30 ml HIDKEKITHOHEH pa3TBOP
o 10 6yrHikH cbC 65 m| HIDKEKUHOHEH pa3TBOP

He BcHYKH BHIOBE ONAKOBKM MOraT Aa 0baaT mycHaTH B mpoaxOa.




MpuTexaten HA pa3pelieHHETO 33 YNoTpeda H NPOU3BOANTE
[TpuTexRaTen Ha paspelicHHETO 33 yroTpebda:

Bayer AG
Kaiser-Wilhelm-Allee 1
51373 Leverkusen, 'epManus

[TpouzpoaMTEnN:

Bayer AG
Muellerstrasse 178
13353 Berlin, I'epmauns

ToBa JeKapCTBO € pa3pelieHo 33 YRoTpeba B AvpxaBATe-wIeHKH Ha EBponelickoTo HKoHOMUYeCKO
MpocTpancTBo NOA CACAHETE HMEHA:

ABCTpDHS, Fepmanuh : :Gadovist l,OTnmol/n_iIiljekﬁonslﬂsung

Benrusg, beiarapus, Kunmep, Jauus, EcTorus, Gadovist

Quunanaud, 'vpuns, Uranus, JliokceMOypr,

| Hopeerus, Ilopryranns, Liseups 1 .

XbpBaTus Gadovist 1,0 mmol/ml otopina za injekciju
.d)paHuHa | GADOVIST 1,0 mmc;lme, solution injectable
Wpnanaus o Gadovist 1.0 mmol/ml solution for injection |
Vicnanaus o _I_G;d-ovist l,Om stungulyf, lausn ]
Hunepnaﬂ,rim Gadovist 1,6 mmol/ml, oplossing voor injectie
CnoBeHus | | T " | Gadovist 1,0 mmol/mi raztopina za injiciranje
Cnosaxus _ _'_Gaduvist 1,0 mmol/ ml injek&ny roztok _",
Hcnanus Gadovist 1 mmol/m] solucién inyectable en vial
:_ﬁan'ra T - ____ | Gadovist 1.0 mmol/ml solution foW'

JlaTa Ha NOCAEXHO Npepa3rIexaane Ha aucrTopkaTa 08/2024

IMocouenara no-goity HHPoOpMalKa € TipeHa3HauYeHa caMo 33 MCIHUHHCKH CNCLMAIHCTH:

-  BbuOpeuno yspexaane

NMpean npuiaoxenne na 'aNOBHCT BCHYKE NauHeHTH TPu6Ba A4 6BAaT CKpAKAPAHHM 34 Ob0petina
AHCPYHKIHR Tpe3 npopexaate Ha JA0OPATOPHRE HICACABRHHSA.

Cnob1aBa ce 3a cinyyau Ha HedporeHHa cuctemHa dubposa (HCD), cepp3ana ¢ H3NON3BAHETO HA HAKOH
KOHTPACTHH MATePHH, ChIIbPIKALIH afoTHHUIH, IpH NAalHEHTH ¢ 0CTPO WIH XPOHHYHO TeXKO 610peuHo
yBpexaane (rnomepyinHa hurrpauus (GFR) < 30 mlV/min/1,73m?). [MauxeHTHTe, NOMIOKEHH HA
yepHoApoOHA TPAHCILUTIAHTALIMA, Ca WN0KEHH Ha 0COOEHO BHCOK PHCK, ThH KaTo YecToTaTa Ha 0CTpa
6b6peuna HeAOCTATHYHOCT € BUCOKA B Tasy rpyna. Ilopann pb3mMoxHata nossa Ha HCO npu ynorpeba Ha
FamoBKCT, NPH MAllHEHTH ¢ TeXKo ObOpedHO yBpexKIaHe H IIPH NALKEHTH B MEPHONICPATHBHHUA IEPHOL CCH
yepHOAPOOHA TPAHCIUTAHTALMA TOH TPAOBA Ja ce U3MON3BA CaMO ClIe/l BHHMATE/HA NPELEHKa Ha PHCKOBETE
4 MOJI3HTE ¥ aKO AMArHOCTUYHATA HHPOPMAIMA € BaXKHa U HE MOXKE ia C€ MONYYH C HEYCHIEH C KOHTPAacCT
speso-MaruureH pesoHanc (AMP). Ako ynotpebara Ha ["afoBHCT € HANOXKUTENIHA, AG3RTR HE TpAOBA Aa
npesuinasa 0,1 mmol/kg TenecHo Terno. He tpabBa na ce H3nmon3ea nmoseye OT £ oomants
micneapane. flopaau nuncara Ha “HGOpMALMA 38 MHOTOKPATHO NPHIOKEHH / ARORNCT Aeigsaya ce
MpHJara NOBTOPHO, OCBEH 8KO HHTEPBATHT MEXLY MHDKEKLIMHTE € He No-Mafka VT Z
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Toii kaTo 6BOpeUHUAT KTUPBHC Ha ragodyTpon MoXe Aa ObAe yBpeleH NpH MALMEeHTH B CTapuecka Bb3pacT,
OT OCOOEHO BaXKHO 3HAYEHHE € MALHEHTHTE HAa Bb3PacT Hax 65 roaMHy aa OBAAT CKPUHHPAaHH 33 6bOpeuHa

ANCHYHKIMA.

[IpopexaHETO Ha XEMOIHAaNW3a CKOpO CJieA npHnarase Ha IafoBHCT MOXe [1a € OT [o/a3a 3a
OTCTpaHABaHeTO Ha lagoBMCT OT opraHmiMa. HAMa [aHHM, KOHTO Jda TMOAKPENAT 3afoyBaHeTO Ha
XEMOIHAIH3a KAaTO HAYHMH 38 Mpeanassane or pasBuTHe Ha HC® unn neuenne wa HCD npu nanmeHTw,
KOHTO He ca OWIH MOIIOKEHH BeUe Ha XEMOIHaIH3a.

- DbpemMeHHOCT H KbpMeHe

CanosHCT He TpA6Ba Aa Ohjie H3MOJI3BAH MO BpeME HAa OPEMEHHOCT, OCBEH aKO0 KIHHHYHOTO ChCTOAHHE HA
XEHaATa He H3UCKBa ynoTpebara Ha rago0yTpos.

JlexapaT u knpMelnaTa Maitka TpsGBa Ja B3eMaT pellieHHe, AalH KbPMEHETO Ja MPOARIKHK WiH Aa Obae
CIIPAHO 3a NepHoJ OT 24 yaca cnel NPUIOKEHHETO Ha ['afnoBHCT.

Peaki(HH H3 CBPBXYYBCTBHTEMHOCT

KakTo Apyrure HHTPaBeHO3HH KOHTPacTHH CPEACTBa, NPHIcKEHHETO Ha ['afoBrCT MOXe na Obae CBbp3aHo
¢ aHahHNIAKTOMOHH peakHMi/peakuMu Ha CBPBXYYBCTBHTEIHOCT MM APYTH HAKOCHHKDA3HH PeaKuMy,
XapakTepH3Hpallli C€ ChC ChPACYHO-CHAOBH, PECTIHPATOPHH KNH KOXHM MPOSABH, M BapHpaluy N0 TEXKH
peaKUHH, BKIIOYMTENHO INOK. 1o MpHHUMIL, MAUMCHTHTE CbC CBPAEYHO-CBAOBH 3abonsdBaHHA ca NO-
YYBCTBHTE/IHHM KBM TEXKH PEAKIIHH HA CBPBXTYBCTBHTEIHOCT ChC CEPHO3EH WIH IOPH daTaneH H3XOx.

PHCKBT OT peaKkiUii Ha CBPBXYYBCTBHTENHOCT MOXKE fia O5€ NO-BHCOK B CITy4ak Ha:
- NpeAUIITHA peakuya KbM KOHTPacTHH CPEACTRa

- aHaMHe3a 32 OpoHXxUanHa acTMa

- aHaMHe3a 33 AJICPriYHHA HApYLICHHUA

[Ipu nauMeHTH ¢ aneprugHa AUCTIO3HIKA peiUCHHETO 3a nmpuioXenne Ha [aoBucT TPAOBa na ce B3eMe
cnes ocobeHO BHUMATETHA MPELEHKa Ha ChOTHOIIEHHETO PHCK-TI0JI3a.

[ToBeueTo OT Te3HW peaklMM BE3HMKBAT A0 [TOJIOBUH 4ac OT NpUAOKeHHeTO. [lopany ToBa ce npernoprysa
HaOmoneHHe Ha MALMEHTa ClIej NpoLieaypara.

HeobxoauMo € HaNHuYMe Ha JIEKapCTBEHH NMPOIYKTH 33 JiedeHHe HA PEAKLHH Ha CBPBXYYBCTBHTEIHOCT,
KaKTO M rOTOBHOCT 3a NMpeAlpHeMaHe Ha CIIeIIHH MEPKH NpH HEOOXOAUMOCT.

Paaxo ca HabionapaHy 3abaBeHn peakuuu (e 4acoBe A0 HAKOJIKO AHH).

- F'npuose

KaxTo ¥ np# ApYrd KOHTPacTHH MaTEPUHK, ChOLKALLK rAACAHHMH, CICLIMATHH NPEAna3sHi MepKH ca
HeOOXONMMH TTPH NALMEHTH ¢ HUCHK Npar 3a rnoAsa Ha I'bpY0Be.

Ipenoznpane

B cityuail Ha npeo3MpaHe o HeBHUMAHWE, MOHHTOpHpaHe Ha ChplaedHaTa GyHxuHa (Bkia. EKIY) 4 Ha
610peyHaTa QyHKUMA ce MPenophyYBaT KaTo NpeAra3Ha MAPKa.

B cnyyait Ha npeao3MpaHe IpH MALKHEHTH ¢ 6BOpeyHa HEAOCTATLIHOCT, | ATOBHCT MOXE 1a C¢ ETMMHHHMpA
OT OpraHH3Ma upe3 Xxemoauanusa. Cnen 3 XxeMOAUAIM3HH LHMKBIa MPHONH3HTENHO 98% OT BElLeCTBOTO Ca
eTMMHHHPaHK OT opraHu3ma. HaMa ofaue naHKHH 34 TOBA, Y€ XCMOHAIH3ATA € NTOAXORALIA 38 NMpeAna3Base
ot HedporeHna cucreMua gubposa (HCOD). "




- [Mpeau HHXKEKTHpPaHE

To31 NIeKapcTBEH NPOAYKT € MpelHa3HAueH CaMo 3a eIHOKpaTHa ynortpeoa.

To3u IeKapcTBEH MPOAYKT € 6UCThP, Ge3usereH a0 61e10 xbaT pa3TBop. To# Tpsdsa na Ob1e NpoBepeH
BH3YaJIHO MpeaH ynorpeoa.

amoBuCT He TpAOBA [a ce W3MOJI3Ba B CllyYyal Ha CEpHO3HA IMPOMsAHA B LIBETA, HAJIMYHE HA HYACTHIIU WITH
nedeKTHa OMnaKoBKa.

- HHcTpyKuHH 32 ynoTpeda

["ajoBUCT TpAOBa 1a ce U3TerNIM OT (prakoHa B CIIPUHLIOBKATA €/1Ba HENOCPEACTBEHO NPEH ynorpe0a.
'ymeHaTa 3amymasnka He TpabBa HHKoOra ja ce npobox/a noeye OT €/IMH ITbT.
KoHTpacTHAaTa MaTepHs, KOATO HE € MU3MOJI3BaHa MPH JaleHO U3cieaBaHe, TpiAOBa 1a Ob/ie H3XBbpJICHa.

AKO TO3M JEKapcTBEH NPOAYKT € MpeldHa3Ha4yeH 3a ynorpeda ¢ aBTOMATHYCH HHXXEKTOp, HErosara
MPUrOJHOCT 3a ChOTBETHaTa ynorpeba TpsabBa na ObAe nOKasaHa OT NMPOM3BOJMTE/A Ha 0bopyaBaHeTo.
BCHUKH JOMBJIHATENHHA YKa3aHHA OT ChOTBETHMS MMPOM3BOAMTEN Ha 000pY/IBAaHETO ChUIO TpsAOBa Aa ObaAT
CTPUKTHO CMa3BaHH.

Heu3noM3BaHUAT MPOAYKT WM OTNAJAbYHUTE MAaTEPHATH OT HEro TpAOBa 1a ce U3XBBPJIAT B CbOTBETCTBHE C
MECTHHUTE U3UCKBaHUA.

Cpok Ha roaHocT cjel MbPBOTO OTBAPsiHE HA ONMAKOBKATA:

BCHUKHAT MHKEKLMOHEH pa3TBOp, KOWTO HE € M3MO0J3BaH MpH BBIPOCHOTO M3CieaBaHe, TpibBa na ce
n3XBbpiH. Jloka3aHa e XUMUYecka, Pu3nyecKka ¥ MMKpOOHOIOrHYHa CTaOKTHOCT Clie]l OTBapAHE 3a 24 yaca
npu 20-25°C. OT MHKpOOHMOJIOrHYHA IJI€/IHA TOYKA, MPOAYKTHT TPAOBA J1a c€ U3M0JI3Ba He3a0aBHO. AKO HE
ce W3MO0J3Ba BEJHAra, BPEMETO M YCJIOBHATA HAa CBbXpaHEHME Npead ynoTpeda ca OTrOBOPHOCT Ha
norpeouTes.

CreLMalHUAT eTHKET 3a MPocieasBaHe BbpXy (uakonute/GyTunkure Tpsbsa 1a ce 3anenyu B kaproHa/U3 Ha
MalMeNTa, 3a 2 € Bb3MOXKHO MPELM3HO JOKYMEHTHPaHe Ha H3M0JI3BaHaTa KOHTPAaCTHA MaTrepus, ChAbpXallla
ranonuHuii. M3non3saHara 103a cbilo Tpsabsa 1a Obe 3annucaHa. AKO c€ M3M0JI3BaT eJIEKTPOHHH 0CHETa Ha
NalMEeHTHTE, B perucTbpa Tpa6Ba Jia ce BbBEAAT MMETO Ha NPOYKTa, NapTHAHUA HOMEp M 103aTa.

Jlo3upoBKa

Tpsbsa nma ce wW3mon3Ba Hai-HMCKAara /103a, KOATO OCUTypsBa [0CTaThb4YHO KOHTPacTHO yCHJIBaHE 3a
nuarHocTiuHM uenau. Jlozara TpsabBa aa ce M3uMcisBa Ha 0a3zara Ha TENECHOTO TErJIO HAa MalMeHTa W HeE
TpsbBa fa HaJBMIIABa MPEMOPbUYMTENIHATA [103a HA KWIOrpaM TEJIECHO TErjo, 332 KOATO HMa noapodHa
uH(popMaLMs B Ta3H TOYKA.

. Bw3pacmuu

LIHC noka3aHus

[IpenopbuMTeTHaTa 103a 3a Bb3pacTHH € 0,1 mmol Ha kunorpam TenecHo Terno (mmol/kg TenecHo Terno).
Tosa csorBercTsa Ha 0,1 ml/kg TenecHo rerno ot 1,0 M pasTsop.

Axo BBINpEKH nurncara Ha scHa MRI Haxonaka ocTaHe CEpHO3HO KIMHHYHO CbMHEHHME 3a HAJIHYME Ha JIC3UA
WIM B CIy4auTe, KOratro Mno-npeuusHa vH@opMmauus OHW NOBNMsAIa BbPXY JIEYEHHETO Ha MALMEHTA, €
BB3MOXKHO JOMBJIHUTENIHO MHXKEKTHpaHe Ha makcuMyM 0,2 mmol/kg tenecHo terno no 30 MMHYTH clel
nmbpBara ukekums. [{o3a ot 0,075 mmol ranobyTpon Ha KKJIOrpam TEJECHO TETIIO (exBuBasieHTHA Ha 0,075
ml aloBHCT HA KWiIorpaM TEeJECHO TErjio) Moxe Jaa Obae NMpuaokKeHa KaTO MMHUMAaJIHA 3a M3CJI€[BaHEC Ha

LIHC. ﬁ‘m—

MRI Ha usnoTo a0 (¢ M3KIYeHue Ha MRA)
O6uxkHOoBeHO npuioxeHrero Ha 0,1 mmol "agoBucT Ha kg TenecHo Tern
KJIMHUYHHS BBIIPOC.




CE-MRA

3a 1 3purenno none (3I1): 7,5 ml npu tenecHo Ternmo moa 75 kg; 10 ml npu Tenecho terno 75kg u
no-ronsMo (choTBeTcTBa Ha 0,1-0,15 mmol/kg TenecHo Terno).

3a mopeye o1 1 spurenHo noje (311): 15 ml npu TenecHo terno nox 75 kg; 20 ml npu TenecHo terno 75 kg w
no-ronamo (ceotBercTBa Ha 0,2-0,3 mmol/kg TenecHo Terno).

. Ileouampuuna nonyrayus

3a nena OT BCHHKH BBIpacTH (BKIIOUHTENHO JOROCEHH HOBOPOACHH) NpenopbuMTensara fosa ¢ 0,1 mmol
ragobyrpon Ha kg TenecHo terno (exsuBareHTHO Ha 0,1 ml lagoBHCT HAa Kg TenecHO Terno) 3a BCHUKH
nokaszanua (ex. Touxa 1).

ITopanu Hepa3suTaTa 6LOpeuHa GyHKLHSA TPH HOBOPOJCHH A0 4 ceIMMUYHE BB3PacT U Aelia 10 | roRuiIHa
Bb3pacT, [afoBUCT TpAOBA Ia ce H3I0M3Ba MIPH TE3H NAlMEHTH CaMO CAiel BHMMATENHA NPeLieHKa 03aTa Aa
He Hagsumasa 0,1 mmol/kg TenecHo Terno. [To BpeMe Ha CKkaHHpPaHETo He TPAOBA J1a Ce H3NOI3Ba NOBEYE OT
enHa zo3a. [Topany muncara Ha MHGOPMALIHA 33 MHOTOKPATHO MpHIOXKEHHE, ['alOBHCT MIDKEKIMH He TPAOBa
fla ce TIOBTapAT, OCBEH AKO MHTEPBANBT MY WHXKEKUHHTE ¢ Hal-Manko 7 JHH.

Hicaeapane

Heobxonumara 03a ce nNpwiara caM0 HHTPaBseHO3HO KaTto fonycHa HkeKiLis. KOHTPacTHO YCHICHOTO
MRI m3cnenBaHe MOXKe Ja 3a8MOoYHe BeJHara cliel Topa (MajKo cnel HIDKEKTHPAHETO B 3aBUCHMOCT OT
M3MOM3BEHATA UMITYICHA NIOCIIEAOBATENHOCT H IPOTOKOJIA Ha M3ICIEIBAHETO).

OrrruMmaes KoHTpact ce Habmoaasa 3a CE-MRA no BpeMe Ha aprepuanHara ¢asa, a 3a [JHC - B pamkuTe
Ha OKONO 15 MHHYTH cllel HHDKeKTHpaHe Ha [afoBHCT (BpeMETO 3aBHCH OT THIA Ha JIE3UATA/THKAHTA).
CkaHHpaHeTo Npy MHTEH3UTET Ha noneto T1 e ocobeno noaxoasilo 3a KOHTPACTHO YCHIIBAHE.

[Topede nHBOPMAIHA OTHOCHO ynoTpefara Ha ["aJOBACT € NpeaoCTaBeHa B TOMKa 3 HA IKCTOBKATA.
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